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RUO: Laboratory monitoring of Direct FXa inhibitors (DiXals), and especially Rivaroxaban; when required. + Simple and rapid: lyophilised and ready to use; total assay time <5 min.
Measuring the DiXal concentration in patients’ plasma allows monitoring the therapy and adjusting drug dosage. * Flexible assay range, easily adjusted to the specific DiXal activity to be assayed.
This method is not appropriate for indirect inhibitors such as Fondaparinux or heparins. + Easy to use on major coagulation analyzers, microplate or with basic equipment ( ~100(STAR) or 150 (microplate) tests per kit).

+ Standardized against a reference preparation of Rivaroxaban.
| * Dynamic range ~ 0 - 0.5 pg/ml of Rivaroxaban in human citrated plasma (dilution 1:20 with R3 buffer )

» Detection threshold: ~ 0.02 pg/ml

Quantitative determination of Rivaroxaban (or DiXal) in human citrated plasma or purified milieu, using a * Highly specific, sensitive, reproducible (patients without DiXal treatment measured <<0.05ug/ml; Intra assay CV<3 % ; Inter
chromogenic method, manual or automated. assay CV 10-15 %)

R1: Human FXa, lyophilized. * Highly stable (> 2weeks at 2-8 C, 7 days at RT(18-25 C), or frozen).

R2: FXa specific chromogenic substrate (CS-11(65)), lyophilized. « Safe, optimized, standardized: highly purified human FXa, tested for viral safety.

R3: Reactional buffer, ready to use. * No interference of heparins 5UFH, LMWH) < 2IU/ml, and Fondaparinux <2ug/ml added to plasma; and of FX deficiency.
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Minimal interference of plasma factors. Totally insensitive to the presence of heparin-like indirect anti-FXa activities such as UFH, LMWH, Fondaparinux/Arixtra®, Sodium Danaparoid at
usual therapeutic doses.

STAR | Target Intra assay (N=10) Inter assay (N=10) Rivaroxaban +0uM +0.50 uM
ug/mi pg/ml | SD Cv yg/ml | SD cv Mean recovered uM (N=10) | 0.01 0.47
C1 0.20 0.17 0.004 | 2.5% | 0.21 0.03 | 14.4 SD 0.011 0.017
C2 0.40 0.40 0.007 | 1.7% | 0.44 0.05 | 10.8 Min-Max 0-0.03 0.44-0.49
Form AH138
Results are reproducible for a same sample and from series to series. Rivaroxaban is accurately and homogeneously recovered in 10 normal plasmas spiked with a reference 05-2010
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